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2200 Lake Shore Drive
Woodstock,lL 60098-7498
USA
Phone: 815/338-9500
Fax: 815/3384570
John Brda

To: Elizabeth Yuan

1 -., .

I

From: John Brda G

Fax: 301/827-23f5 oat= AugW25,1999

Phone: Pages: 3

Re: cc:

Cl Urgent ❑ For Review ❑ Please Comment El Please Reply •l PleaseRecycb

Dear Ms. Yuam

&we discussed on Tuesday afternoon, August 24, 1999, in which you requested in writing our questions as
this correspondence relates to the appli@ion for Exemption from Automatic Liquid Packaging, Inc., dated July
20.1999. [t was for Relief Eye Drops (Mrahydruzoline HCI and polyethylene glyml 400) in 0.5 and 1 fl. oz.
containers; Regular Eye Drops (Wrahydrozoline HCI in 0.5 and 1 fl. oz containers: and Artificial Tears (polyvinyl
alcohol and povidone) in 0,5and f fL ounce containers.

.

It would appear that the onty way we can comply to the minimum Helvetica letter s.ke for our 0.5 fl. oz. size
container is to put the 0.5 fl. oz. rxttainer into a 1 fl. oz box. We then would need to meet the Iabeliig
requirements by adding some of the Drug Facts on the side panel, and comply with the %lodified Labeling
Forma~ He[vetica type size (wpy attached).

.. . .

what I am most concerned about is youI’ comment under ??1.The sentence reads as follov& 7hough not
requeded as exemptions, there wm. seveml deviatkms from the ekrnents of the Drug Facts formed required

by 21 CFR 201.66.’

I am very troubled by thii mmment [t was my understancfing that (other than the smaller font size) we met all
the requirements 21 CFR 201.66, This included information under Active Ingredients, Use, Warnings.
Directions, Inactive Ingredients etc. If ynu could please relay to me what these several deviations are, I will
adjust the verbiage per your direction. .

To this end, also attac.+wdis a cQpy of a label for over-the-taunter Human Drugs (Lubr’ksmt eye drop). Although
this is not a formal request for a review, would you be so Idnd as to review this label and let me know what
additional deviations there may be with its content Your assistance is greatiy appreciated.

I can be reached at (800) 638-9778. or by facsimile at (815) 338S504. Again. thank you for yOLJrSUppOrt.
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A: Se&on 201.66 Stondard labeling Format

Td[e:

14p~Helvefica Gold ---------
Ila.lic. 14 justified

eody K3xc ------- --

6 PL Hekecica Regular with
63 PC%leading, Ieftjustitied

Subheadings: ------- --4
6 pf. FMvetica Bold.
left justified

Bullet 5 P?- -------- -.

So(id square

Headin~ -------- -.
8 pL Helvetica 8dd
Italic. left justified

.

Tde for -------- -
continued panel: “
8 pL Helveka Bdd Italic

1 I
.

-------- -------- -------- --------
WII

t““ fug Faces (amtilu-ed)

Other irlfonnatiofr 8mnmzeJz#c(6am-f) •~mn—mxwm II

-- 8 pt. Helvelica FIegu

B. .%&an ZOI .66 hfodified Lzbeling Format
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LUERIW EYE DROPS
~RAGE store* room

@mperature 15”1030t
(59°M 86%.
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40 SINGLE-USE CONTANER$ ‘

(0.25 mL Each)
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